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Figure 6-1. Schema for Management of Virologic Failure 

Screening Treatment Period 30-Day Follow-up 

Day1 ~ 
I At any visit, a r ebound in HIV -1 RNA to ~ 50 copies/mL I 

Unconfu·med Return for scheduled/unscheduled HIV-1 
vii·ologic rebound: .... RNA and potential genotype/phenotype 
remain on cmTent (2-4 week~ late1•) 

regimen• 

' Confi1·med virologic rebound and 
HIV-1 RNA to <!: 400 copies/mLb 

,, Remain on study 

I HIV-1 genotype/phenotype' I 

' ' If no reverse transcr iptase •·esi~tance If reve1·se transc.l"iptase, protease, 

detected, continue on studl d1·ugs. or mtegrase resistance detected, 

Repeat HIV-1 RNA ,d discontinue study drugs and 
constl·uct a new ARV regimen• 

a If virologic rebOlmd is not confmned, the subje-ct will remain on their cmrent regin1en. 
b If virologic rebotmd is confmned, and the HIV-1 RNA is< 400 copies/mL, subjects may remain on their cun·ent regimen at 

the discretion of the Investigator. Subject will rettun for a repeat within 2-4 weeks. If virologic rebom1d is confinned, and 
HIV -1 RNA is :::: 400 copies/mL, the HIV -1 genotype and phenotype (reverse transcriptase, protease, and, if applicable, 
integrase resistance) will be analyzed. 

c Base·d on the results of the genotype/phenotype assays, the subject will remain on study chugs or study drugs will be 
discontinued. If genotyping/phenotyping assay fails, a new AR V regin1en may be configm·ed at the discretion of the 
Investi2ator. 

d If no r.;istance detected, HIV-1 RNA will be repeated (2-4 weeks later). Investigator reviews study dt·ug 
continuation/discontinuation options and discuss with Medical Monitor prior to study drug discontinuation. 

e A new ARV regimen will be configtu·ed, at the Investigator's discretion, and the subject will remain in the study. 
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